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Delays and Unresolved Issues
Plague New Pesticide
Protection Programs

The Environmental Protection Agency has
several new programs to better regulate pes-
ticides--chemicals which provide great benefits
but which can threaten man and the environ-
ment. The most recent is a 10 to 15-year pro-
gram to reassess the safety of 35,000 federally
registered pesticide products. However, the
program, which started in October 1978, isal-
ready behind schedule and has many un-
resolved policy and procedural issues which
jeopardize its success.

Another program, begun in 1975, evalu-
ates the risks and benefits of known,
potentially hazardgus pesticides. While EPA
has restricted or canceled uses of some of
these pesticides, many remain unevaluated,
leaving the public largely unprotected.

Under a third program, EPA and the Food
and Drug Administration inspect private
safety testing laboratories. EPA needs more
legal authority to suspend pesticides not
supported by.valid safety tests.

GAO is recommending actions to speed up ' "
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COMPTROLLER GENERAL OF THE UNITED STATES
WASHINGTON, D.C. 20548

B~196815

The Honorable Edward M. Kennedy

Chairman, Committee on the Judiciary SFAO2

and the Subcommittee on Health ~ A7 02
and Scientific Research SEMST

Committee on Labor and Human Resources

United States Senate

ﬁ"D O

Dear Mr. Chairman:

As requested in your September 28, 1978, letter, this
report discusses some of the progress and problems with
several fairly recent Environmental Protection Agency
pesticide regulatory programs.

The report shows that while the two main programs we
reviewed--registration standards and rebuttable presump-
tion against registration--have the potential for serving
as effective regulatory tools for protecting the public
from dangerous pesticides, the programs are hindered by
various management deficiencies. Also the Agency needs
more legal authority to take action against firms whose
pesticides are not supported by valid safety tests.

As agreed with your office, unless you publicly
announce its contents earlier, we will not distribute
the report to the agencies involved and other interested
parties until 30 days after the date of the report.

Sincer€ly yours, / »

Comptroller General
of the United States
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COMPTROLLER GENERAL'S ‘ DELAYS AND UNRESOLVED
REPORT TO THE COMMITTEE ISSUES PLAGUE NEW PESTICIDE
ON THE JUDICIARY AND THE PROTECTION PROGRAMS
SUBCOMMITTEE ON HEALTH

AND SCIENTIFIC RESEARCH,

COMMITTEE ON LABOR AND

HUMAN RESOURCES

UNITED STATES SENATE

The Environmental Protection Agency (EPA)

has established several major new programs

to better protect the public from hazardous
pesticides. GAO reviewed three of these
programs--registration standards, rebuttable
presumption against registration (evaluating
risks and benefits of particular pesticides),
and laboratory inspection--and found that
improvements are needed if EPA is to assure
the public that

--registered pesticides and their associated
tolerances (maximum legal amounts of pesti-
cides allowed to remain on food) are
reasonably safe and

--hazardous pesticides are promptly identi-
fied and evaluated and, if necessary,
restricted or banned from public use.

POOR PLANNING JEOPARDIZES
EFFECTIVENESS OF REGISTRATION
STANDARDS PROGRAM

Registration standards, the most recent and
ambitious program, is designed to reassess
the safety of the 35,000 pesticide products
which the Government has registered over the
past three decades. It is a comprehensive
and costly effort which could last 15 years.

The program began in October 1978 and is
progressing slowly. Also, EPA has not
resolved many basic policy and procedural
issues which, if not done soon, will
jeopardize the program's chance of success.
For example, EPA has not (1) developed
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operating procedures, (2) set priorities on
which pesticides to examine first, and (3)
developed sound administrative controls for
budgeting and program monitoring.

In addition to serving as the basis for
pesticide reregistrations, the registration
standards program will be EPA's primary
means of reassessing the safety of each of
the 6,000 pesticide tolerances the Government
has approved during the past 30 years. GAO
found, however, that EPA has not determined
how it will perform these important reassess-
ments., Additionally, EPA has not yet com-
pleted a comprehensive review of its overall
tolerance-setting procedures--something it
promised to do 4 years ago. Because of these
problems, GAO concluded that EPA has a long
way to go before it can assure the public
that federally approved tolerance levels are
reasonably safe. GAO's recommendations on
registration standards problems appear in
chapter 2. (See p. 23.)

DECISIONS ON HAZARDOUS
PESTICIDES ARE NOT TIMELY

While the registration standards program
will cover all previously registered pes-
ticides, the rebuttable presumption against
registration program concentrates on
evaluating the risks and benefits of those
pesticides which are suspected of causing
ser ious health or environmental problems.
EPA performs this review on a pesticide
when tests show it may cause such problems
as cancer, mutations, or birth defects.

Since its inception in 1975, the rebuttable
presumption program has led to the cancella-
tion of some or all uses of about 20
dangerous pesticides. For example, EPA
canceled 19 vegetable crop and 22 home
garden uses of DBCP--a pesticide which
causes cancer in lab animals and reduced
sperm counts in"humans.

However , the program is progressing too
slowly, and the public may be exposed to
hazardous pesticides longer than necessary.
For example, the 23 pesticides under review
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as of June 1979 were in process an average
of 88 weeks-~twice as long as EPA predicted.
Also, 30 pesticides referred to EPA for pos-
sible rebuttable presumption review remained
unprocessed from 8 months to over 3 years.

In addition to improving timeliness, EPA
can improve program effectiveness by:

--Better analyzing pesticides designated
for possible rebuttable presumption
review.

--Developing a priority system to review
first pesticides suspected of being the
most dangerous.

--Developing more accurate information on
human exposure to pesticides, including
working with the Department of Health,
Education, and Welfare's Food and Drug
Administration and the Department of
Agriculture to better detect pesticide
levels in food.

~--Explaining fully in its rebuttable
presumption reports how EPA determines
the economic benefits of continuing a
pesticide's use.

GAO's recommendations on these issues are
in chapter 3. (See p. 49.)

MORE AUTHORITY NEEDED TO BETTER
USE LAB INSPECTION RESULTS

Regulatory decisions under the registration
standards and rebuttable presumption programs
depend on valid test information concerning a
pesticide's safety. In 1977, EPA together
with the Food and Drug Administration, started
inspecting private labs performing federally
required safety tests on pesticides, food
additives, and drugs. The agencies determine
whether labs follow acceptable procedures so
that test results are accurate and reliable.

The inspection program is a positive step
toward improving the quality of pesticide
safety testing. To make the program more
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effective and to better protect the public
from potentially dangerous pesticides, EPA
should ask the Congress to give it authority
to restrict or suspend pesticides not sup-
ported by valid safety tests. GAO's recom—
mendations on lab inspections are in chapter
4. (See p. 57.)

AGENCY COMMENTS

EPA agreed with most of GAO's recommenda-
tions. Often, EPA said it was making the
recommended change or planned to do so soon.
It disagreed with GAO's recommendation to
have an independent office, responsible to
EPA's Administrator, monitor EPA's overall
progress in reregistering pesticides and
reexamining tolerances. EPA also expressed
reservation on GAO's recommendations to issue
formal operating procedures describing all
phases of its rebuttable presumption against
registration program and to reguire regis-
trants to submit certain safety testing data
during rebuttable presumption reviews.
Finally, EPA disagreed with GAO's recommenda-
tions that it ask the Congress for authority
to take appropriate regulatory action on
pesticides not supported by valid safety
tests. (See app. II.)

GAO continues to believe its recommenda-
tions are necessary to improve the effec-
tiveness of pesticide regulation.

The Departments of Health, Education, and
Welfare and Agriculture agreed with GAO's
recommendations directly affecting them.
(See apps. III and IV.)
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CHAPTER 1

INTRODUCTION

The United States uses about 1 billion pounds of
pesticides annually to control insects, diseases, rodents,
weeds, bacteria, and other pests that attack our food
and fiber supplies and threaten our health and welfare.
Although pesticides are beneficial to agricultural produc-
tion, public health and sanitation, and protection of
natural resources, they are a mixed blessing. If used
improperly or without sufficient knowledge of their side
effects, pesticides, like other chemicals, can poison; cause
cancer, birth defects, and other crippling afflictions; and
can harm wildlife and our environment.

PESTICIDE REGULATION

The Environmental Protection Agency (EPA) is the primary
regulator of pesticides. 1Its authority is contained in the
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA)
(7 U.s.C. 136 et seq.), as amended and the Federal Food,
Drug, and Cosmetic Act (FFDCA) of 1938 (21 U.S.C. 301
et seqg.), as amended. Under FIFRA, a pesticide can generally
not be sold, shipped, or delivered unless EPA has registered
it. FIFRA further provides that EPA can only unconditionally
register a pesticide if it determines, among other things,
that the pesticide will perform its intended function with-
out, causing "* * *any unreasonable risk to man or the
environment, taking into account the economic, social, and
environmental costs and benefits of the use of any pesticide."

If a pesticide remains in or on food, FFDCA requires
that pesticide manufacturers, or other petitioners, apply
to EPA for a tolerance--the maximum residue allowed in or
on food for that pesticide. EPA sets tolerances on the basis
of data the petitioner submits on the nature, level, and tox-
icity of a pesticide's residues. This data, which includes
the results of tests of the pesticide's effect on laboratory
animals such as mice, is similar to the types of data
pesticide manufacturers must submit to EPA to register a
pesticide.

The task of enforcing tolerances~-generally by sampling
food--belongs to the Food and Drug Administration (FDA),
Department of Health, Educdtion, and Welfare and the De-
partment of Agriculture (USDA). FDA enforces tolerances on
general food commodities and USDA handles meat and poultry.
Prior to EPA's creation in December 1970, USDA regulated
pesticides and FDA granted tolerances.




EPA's Office of Pesticide Programs (OPP) carries out
most of the EPA's pesticide regulatory responsibilities.
puring fiscal year 1979, OPP had a staff of about 620 and
a budget of about $40 million,.

WHY AND HOW WE
PERFORMED THE REVIEW

On September 28, 1978, the Chairman, Subcommittee on
Health and Scientific Research, Senate Committee on Labor
and Human Resources, asked us to review several pesticide
regulatory programs. The review was made because of his
interest in the status of EPA's efforts to protect the public
from potentially hazardous pesticides. The Chairman was
concerned because our 1975 report on Federal pesticide
registration (see app. I} and a report of the Subcommittee
on Administrative Practice and Procedure, Senate Committee on
the Judiciary, disclosed that EPA needed to significantly up-
grade its pesticide programs before they could be relied on
to protect the public and the environment from exposure to
hazardous pesticides.

As agreed with the Chairman's office, our review
concentrated on two fairly new pesticide programs--registra-
tion standards 1/ and rebuttable presumption against regis-
tration (RPAR). The former was designed to thoroughly
reevaluate the safety of the estimated 35,000 pesticide
products which the Government had registered during the last
three decades. The latter, EPA designed to identify certain
high-risk pesticides and, after public and industry input,
to undertake risk/benefit analyses to determine whether the
pesticides identified should be canceled, placed under
restricted use, or left alone.

On the registration standards program, we reviewed EPA's
planning and its management and administrative controls. We
did not review the quality of standards because EPA has not
yet completed any.

On the RPAR program, in addition to reviewing planning
and managdement, we concentrated on two pesticides--toxaphene
and DBCP--the former because it is widely used and the latter
because when we began cur review it was the only pesticide
for which EPA had completed an RPAR.

1/Until recently the "registration"” standards program was
called the "generic” standards program. For consistency,
we refer to it as the registration standards program.




We also agreed to (1) determine the status of EPA's
review of its procedures for approving tolerances, (2}
evaluate EPA's efforts to reassess, under the registration
standards program, the safety of the estimated 6,000
federally approved tolerances, and (3) examine some broad
policy issues associated with EPA's laboratory audit
program.

We conducted our review at EPA headgquarters in
Washington, D.C., where we interviewed numerous officials
and examined pertinent legislation and documents. We also
talked with officials of the National Institute for Occupa-
tional Safety and Health, National Cancer Institute, USDA,
FDA, industry, and a public interest group.




CHAPTER 2

LIMITED PROGRESS IN DEVELOPING

AN EFFECTIVE REGISTRATION STANDARDS PROGRAM

After several false starts, dating back to 1975, EPA
finally began in 1978, a registration standards program to
reassess the safety of the 35,000 pesticide products and
their accompanying tolerances which the Government had regis-
tered (or approved) over the past three decades. The task
is not easy. Registration standards will be a long and
costly program spanning up to 15 years, involving hundreds
of EPA and contractor personnel, and costing as much as $200
million. Although it is too early to predict the program's
chances of success, the program is already 5 months behind
EPA's schedule and has many other problems which must be
corrected if it is to be effective in assuring that only
reasonably safe pesticides are used in this country.

EPA is behind schedule primarily because it did not
(1) provide its largest contractor with computer programs
vital for the timely completion of standards work and (2)
develop useful prototype (model) standards before starting
full-scale production. While these two factors nc longer
appear to affect the program's progress, to avoid further
delays and to help insure the program's future success, EPA
should: '

--Develop registration standards operating procedures,
including procedures for reassessing tolerances and
for dealing with high-risk pesticides, and develop a
formal training program to train personnel who will
work on developing standards.

~--Select the potentially most dangerous pesticides to
be reviewed first.

~--Finalize ledally required registration guidelines.

--Obtain, from the pesticide industry, the results of
certain key safety tests required by EPA regulations
and become aware of and ultimately have access to,
other relevant health and safety test data possessed
by industry.

~-Obtain public comment on pesticides undergoing stand-
ards development.,


















































































































































































































































































